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Individual task within the process. Controlling 
document that determines tasks to be conducted 
is the Project Plan. 




Process consisting of multiple tasks detailed in 
another procedure or process. 
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Decision with paths leading to different points 
depending on decision outcome. 
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Person(s) responsible for task. Delegation may 
occur but responsible individual retains 
accountability. 
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Document. Could be used as input or generated 
as an output. Could be written, graphic, digital or 
video. 
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Approved document, meaning document has 
been reviewed and signed. 
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Electronic data storage media. 



Retained file. May be folder, expanding file, box, 
binder or other real or electronic conveyance for 
retaining documents. 



Link to another area on the same map. Links 
may point to places ahead of current location or 
direct to a link closer to the beginning of the map 



Product or ■K*'" 234 
Component! 

Component or finished product. Component is 
any raw material, substance, piece, part, 
labeling, or assembly intended as part of the 
finished, packaged. & labeled product. 
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Verbal communication. Indicates where 
information is transferred without documentation. 



Termination point in a process. No further tasks 
occur within the documented process after the 
termination step. 
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Sound, numbered Corporate Laboratory 
Notebooks issued by and tracked per existing 
Corporate Control Procedures. 
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(Concept) 



Information^" 324 
ACR 4.02.09GC 
Early Project Guidance 
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Original 
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Yes 



Document 
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Concept 
Development 



Process Outputs S Comments 



Projects are considered in Concept Phase until a decision is 
made to attempt to develop them for commercial sale. 
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Intellectual 
Property 
Legal 
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Assess Market 
& Technical 
Feasibility 




Concept work has as its end objective exploration for 
opportunities or determining if something is possible. The work 
moves out of the concept phase to Project Definition (ACR 
4.02.06GM) when the end objective becomes to develop the work 
with the objective of commercializing it. If the originator 
determines the work is defined well enough to begin development 
for commercialization, the work should go to Project Definition. 
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Any or all of tho Operations below may be carried out in 
Concept. The sequence of the operations may varied and may 
occur more than once. 

Documentation occurs per Corporate policies. Documentation 
developed in Concept may not be used to support any 
regulatory submissions or claims. 

Concept Development includes any work undertaken to move 
the concept into a form that would allow it to be evaluated for 
application. Concept development may include concept 
presentation to consumers, prototyping, modeling, basic 
research, bench studies, test method development, sight and 
handling, computer modeling, material development, literature 

research, patent searches or any other data acquisition 
methods. Human subject testing may occur for products that 
meet the current definition for a Class I or Class I Exempt (e.g. 
21 CFR 876.5920 Protective Garment for Incontinence) medical 
device. Human subject testing may occur that does note 
require changes to currently marketed nonprescription drugs, 
cosmetics, or medical device products used for their intended 
use and indications. 
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Intellectual Property Lot).?! process includes any operation 
carried out by an Intellectual Property Subject Matter Expert 
including attorney, patent agent, paralegal or patent coordinator. 
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Project 
Definition 

ACR < 02 06GM 



Project Definition begins when a decision is made to attempt ; 

to develop a project for commercial sale. | 
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Source 

* May be a map. group, facility, vendor etc. 
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Initial Inputs 

* Usually located above the 1st Task 

* These items will generally include 
documents, reports, products, 
samples, forms, test results, etc, 
from the source indicated that are 
needed to begin the procedure. 





Any Map 
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For Training 

* Click on Speaker Button to 
Hear the Training Briefing 
as you follow along on the 
map. 




Connecting Arrows 
* point the direction to go to 
complete the procedure 



Tasks 



Initial Input 



Print Quality Button 

* this button opens an Adobe copy of the 

map - Recommended for printing. 



Task # 1 



Inputs 

* Items required to 
complete the task 



Information Boxes 
" Details required to 
complete the task. 
* Click on the 8ox to 
access the information 
" You are required to 
follow the best practice 
work instruction. You are 
responsible for any 
outputs depicted on 
them. 



412 



Task Input 



aMap User jBSgguHamfe rits . 
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Responsibility Boxes 

* Indicates who has primary responsibility for the task 

* Key in the bottom left comer of the map 



Task # 2 
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Task # 3 



Regulatory Flag 

* Task has Regulatory 

issues or impact 



C 418 



FIG. 4 



WAP Doc 



Target Connectors 
" Where you rejoin the map 
after reaching a break point, 
of the same letter, 
elsewhere in in the map. 
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Outputs 



* Documents, Reports, Test 
Results, products etc. 

" Will be depicted with symbols 
appropriate for the 
items depicted. 

* May be followed by symbol 
indicating its delivery target. 

" Additional symbols on this side 
may depict delivery or 
transmission methods. 

Requirements 

" Outputs must be produced 

unless specified otherwise. 

" If a corresponding input is 
depicted , the input must be 
used in production of the output. 

* If multiple formats of teh same 
output are depicted, you must 
produce at least one 
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Res p onsib ility 

• User 
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Revision Number 



* Indicates the version of the document (May be a two 
digit number or a Letter) 

* Numbered Rev's = coordination versions. 

• Lettered Rev's = approved versions that must be 
followed when you do the procedure. 

• You must train on the latest version to be "current ' 



Owner 



* Person to contact 
if you have 
questions or 
comments about 
the map. 



Inspection Points 
* This symbol indicates that there is 
a inspection that is performed 
during this task, that is critical to 
the overall process. 
" Normally records will be 
maintained on this inspection 




Exceptions & Deviations 

" If there is a task that you did not 
complete or an output you did not 
create, you must either: 

1 . Document why you did not 
complete the task or produce the 
output. 

2. Save confirmation that you send 
feedback to the Map Owner 
explaining why you could not follow 
the map 
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Res ponsib ility 

= User 



Edition Numbers 

• two digits following the Rev Number 
" Indicates number of Technical revisions 
made to that Rev (No Tr ainin g Im pact ) 
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Document Name 



* Specific Name that corresponds to the 
Oocument Number farther to the left. 




WAP Doc 
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Feedback Button 

* You can send feedback to the Map team or the 
Map owner by clicking on the "N" note button in the 
top right corner of any map page. 
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Regulatory Records 

* Required by 
Government Regulations. 
" Indicated by a Blue Star 
in top right comer of the 
Oocument 

* Click on the Blue Star 
for special filing 
instruction. 

* Output documents with 
Blue stars must be 
stored in Regulatory 
Records if conditions 
governing Blue Star 
documents are met. 
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To Get Credit for Training 

• Listen to the training files for each page on the map 
(ctick on the speaker button in the top right corner). 

• Sign the Training Log for this Revision of this map. 
located in the cGMP Mapping Library in WRE Rm 2712. 
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= Use: 
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